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Solana, Rick P. 

Tuesday, August 20, 2002 7:55 AM 

Anthony Tricker (E-mail); Bruce Davies (E-mail); Edward Sanders (E-maii); George Patskan 
(E-mail); Hans-Juergen Roethig (E-mail); Ken Podraza (E-mail); Klaus von Holt (E-mail); 
Roger Walk (E-mail); Ruth Dempsey (E-mail); Willie J McKinney (E-mail); Wolf Reininghaus 
(E-mail); HansJ Haussmann (E-mail); Joy Bugg (E-mail); Kobal, Gerd; Loreen Carchman (E- 
mail) 

FW: Richmond Times Dispatch article 


fyi 


-Original Message- 


From; Koenig, Denise A. 

Sent: Monday, August 19,2002 1:52 PM 

To: Farlow, Kimberlie J.; Hanson, Terry D.; Pfeil, Michael E.; McCormick, Brendan J.; Solana, Rick P.; Merlo, Ellen 

Subject: RE: Richmond Times Dispatch arfa'de 


Aug 19, 2002 

Tobacco harm-reduction article gets brisk response 

JOHN REID BLACKWELL 
TOBACCO 


Whenever the idea of making less-toxic or "safer" cigarettes is proffered, heated controversy is sure to fol low. 

An article published here last week on the tobacco industry’s renewed push to develop and sell so-called 
reduced-risk products got more than the usual number of responses from readers. Some liked it; some hated it. 

One scientist at the University of Alabama at Birmingham’s Comprehensive Cancer Center wrote to endorse the 
idea of harm reduction. He said his research has shown that smokers who can’t quit could benefit from replacing 
cigarettes permanently with another source of nicotine, including smokeless tobacco. 

The idea rankles other people who feel it legitimizes addiction. One nicotine cessation instructor in South 
Carolina said publicizing reduced-risk products only discourages people from quitting and, worse, encourages 
children to start. The article should have focused on nicotine addiction, which he said keeps people "enslaved." 

"It is in tobacco’s best interest that they [smokers] simply abandon all hope of ever breaking free. They [the 
industry] must love you," he wrote. 

More products on way? 

Nevertheless, tobacco products that make reduced-risk claims are already on the market, and more are very 
likely on the way. And while millions of Americans still puff away at conventional cigarettes, there are 
enterprising people out there who are trying to get on board and steer the reduced-risk boat. 

Is it a sense of social responsibility or just the profit motive that’s driving it? Most likely it’s some of both. 

Among the more interesting ideas to draw recent attention is one proposed by Thione International Inc., an 
Atlanta-based company. Thione develops and sells antioxidant compounds designed to neutralize free radicals, 
molecules that damage the body’s cells and contribute to diseases such as cancer. 

Free radicals form in the body for lots of reasons, including normal metabolism, exposure to sunlight and 
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poYration, and cigarette smoking. 

Former professor of medicine 

Dr. Theodore Hersh, a physician, founded Thione in 1995 after a degenerative eye condition forced him to 
retire as a professor of medicine at Emory University. He thinks that adding antioxidants such as glutathione to 
cigarettes can help reduce the toxicity of smoke. 

After more than 30 years as a medical doctor, "I know there are people who just can’t abandon smoking or 
drinking," Hersh said. "As a clinician, I wanted to see if I could do something to reduce the risk." 

Thione already sells its antioxidant compound, the Thione complex, in pill form and in other health care 
products. The compound is made as a powder that could be added to cigarettes, too. 

"We didn’t start off trying to create something that would make cigarettes less risky," said Dan McNamara, 
Thione’s chief executive officer. "We started off trying to develop something that would be more of a health 
care product." 

Patents obtained 

Now, the company has obtained patents to use the complex in tobacco products and has pitched the idea to 
cigarette makers. Several companies are testing it. 

Unlike other alternative products, the Thione complex doesn’t change the taste or effectiveness of cigarettes. 
"You could put it into any brand that people are already smoking," McNamara said. 

As for the argument that trying to make cigarettes less toxic is a pointless endeavor, Hersh and McNamara 
strongly disagree. McNamara, who used to work in the automobile industry, recalled when seat belts became 
mandatory. 

"I couldn’t imagine someone at that time saying, If cars are safer then people might drive more and be more 
reckless, so let’s not make them safer. 7 " 


Contact John Reid Blackwell at (804) 775-8123 or iblackwell@timesdispatch.com 
<mailto:iblackwell@timesdispatch.com> 

This story can be found at: 

<http://www.richmondtimesdispatch.com/business/columnists/MGBN40JT15D.html> 


-Original Message- 

From: Farlow, Kimberlie J. 

Sent: Monday, August 19, 2002 1:49 PM 

To: Hanson, Terry D.; Pfeil, Michael E.; McCormick, Brendan J.; Solana, Rick P.; Merio, Eilen 

Cc: Koenig, Denise A, 

Subject: RE: Richmond Times Dispatch article 

Blackwell wrote a follow-up piece today on last Monday’s article. Denise, please 
forward to this list. Thanks. 

Kim Farlow 

Community Relations/Richmond 
(804) 274-5623 
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—Original Message— 

From; Koenig, Denise A. 

Sent: Monday, August 12, 2002 9:07 AM 

To: Farlow, Klmbertie J.; Hanson, Terry D.; Pfeil, Michael E.; McCormick, Brendan J.; Solana, Rick P.; Merlo, Ellen 

Subject; Richmond Times Dispatch article 



Aug 12,2002 

Reinventing Tobacco 

Companies vying to create a reduced-risk product for smokers who can’t quit 

BY JOHN REID BLACKWELL 
TIMES-DISPATCH STAFF WRITER 

In the research department of cigarette maker Philip Morris, it’s known as SCOR, for "selective 
constituent reduction." 

It’s a short name for a big project focusing on one of the most complex, and controversial, questions in 
the tobacco debate: Can the harmful constituents in tobacco and cigarette smoke be reduced to make 
a product that is truly less risky but that consumers will still want? 

Researchers within the industry have hunted for this "Holy Grail" for decades. Some efforts have 
yielded promising results, yet few products have made it to market. Sometimes technology held them 
back. Sometimes consumers rejected the alternatives. Often, companies worried that introducing so- 
called "reduced-risk" products would be an admission that conventional tobacco products were 
dangerous. The industry denied that fact until recently. 

Yet the past few years have seen a resurgence in efforts to develop and market reduced-risk tobacco 
products. Tobacco companies are trying to soothe a public backlash against the industry while they 
clamor for a larger share of the shrinking U.S. cigarette market. About a half-dozen such products are 
in test-marketing around the country now, including R.J. Reynolds Tobacco Co.’s Eclipse cigarette, 
Brown & Williamson Tobacco Corp.'s Advance cigarette and Vector Group’s Omni cigarette. All of 
these products purport to reduce various carcinogens and toxic gases in cigarettes. 

Seeking FDA approval 

Philip Morris, the world's top cigarette maker and a major employer in the Richmond area, won a battle 
in the late 1990s to keep the U.S. Food and Drug Administration from regulating cigarettes as drug- 
delivery devices. Now the company has reversed course and endorsed FDA oversight of the industry. 

Philip Morris currently is pushing Congress to pass legislation that would enable the FDA to approve 
lower-risk tobacco products. 

"We acknowledge that we make a product that causes harm," said Mike Pfeil, a Philip Morris 
spokesman. "Certainly Philip Morris is committed to developing and marketing products that may be 
less harmful to smokers than today’s conventional cigarettes." 

Defining what constitutes a "reduced-risk" will take the input of the industry, medical and public health 
experts and government regulators, Pfeil said. "We really believe that regulation is the best way of 
doing that," 

The concept of "less risky" tobacco products is controversial among the army of tobacco-control 
activists. They distrust any industry claims and prefer tobacco cessation and prevention as public policy 
goals. Yet even the industry's harshest critics concede that risk reduction could play a role in mitigating 
the 400,000 annual deaths in the United States attributed to tobacco-related diseases. 

A report released last year by the Institute of Medicine, a branch of the National Academies of Science, 
gave cautious support to the idea. The report concluded that reduced-risk tobacco products are 
scientifically feasible and justifiable given that more than 40 million Americans continue to smoke 
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despite widespread anti-tabacco campaigns and access to over-the-counter cessation products. \ 

Some smokers can’t quit 

Even if federal and state governments launched an all-out assault on smoking, an estimated 10 percent 
to 15 percent of American adults would continue to smoke, the Institute of Medicine report said. 

Most smokers say they want to quit but simply can’t. Smokers who are concerned about their health but 
can’t give up the habit are the prime targets for reduced-risk products. Philip Morris has them in mind 
when the company says it, too, plans to introduce a lower-toxin cigarette. 

So far, Philip Morris has offered few details about its SCOR project. Pfeil, the spokesman, declined to 
comment on when the company plans to bring something to market. 

The project is headed, in part, by Dr. Richard Soiana, the company’s vice president of worldwide 
research. 

Soiana oversees the company’s biological testing from Philip Morris USA’s Richmond operations 
center. He says risk reduction has become a top research priority in recent years, as new technologies 
have become available and as public pressure on the industry has grown. 

"We have dramatically racked it up to the point where about three-fourths of our research and 
development is focused on this, 1 ' said Soiana, who discussed some general aspects of the company’s 
research during a recent interview. 

In June, the company announced that it had become one of several corporate sponsors of a new 
research lab at Old Dominion University that will use laser technology to analyze materials used in 
various products. The lab’s numerous research projects will include work for Philip Morris analyzing 
materials that could be used to reduce toxins in cigarettes. 

Soiana joined Philip Morris in 1993 after a military career that included research for the Army on ways 
to protect soldiers from chemical weapons. A graduate of the Air Force Academy, he has a veterinary 
degree from Cornell University and a doctorate in pharmacology and toxicology from the Medical 
College of Virginia. 

Solana’s projects at Philip Morris have included one alternative tobacco product, an electric cigarette 
that heats, rather than burns, tobacco. The product became Accord, a smoking device that has been 
test-marketed in Richmond for several years. 

Accord is designed to produce less smoke than conventional cigarettes, but Philip Morris has not 
claimed that it is a safer cigarette. "We are not done with our evaluation of Accord," Soiana said. "I can't 
tell you that it is a reduced-risk product, but I hope we will get to the point where we can say that it is." 

In its latest research, Soiana said the company is adhering to the principles set out in the Institute of 
Medicine report. 

"One is a given: The best thing that smokers can do to reduce the risks of smoking is to quit," Soiana 
said. "Pursuing risk reduction in cigarettes is about doing something for those individuals who choose 
to continue to smoke." 

A brew of chemicals in smoke 

While reduced-risk products are feasible, the Institute of Medicine report said they should only be 
marketed after extensive testing that strongly indicates they can reduce a smoker’s exposure to harmful 
chemicals. 

Cigarette smoke contains a brew of more than 4,000 chemicals, so developing processes for reducing 
harmful elements is extremely difficult. Soiana said researchers first need to show that a process can 
cut exposure to harmful chemicals, in laboratory testing and in human testing. But that alone doesn’t 
prove a product will actually result in reduced health risks. More extensive and lengthier testing is 
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needed. 

Beyond that, researchers must show that a reduced-harm product won’t have an overall negative effect 
by encouraging more people to smoke or discouraging smokers from quitting. This requires long-term 
surveillance of smoking rates and sales of reduced-exposure products, a process that government 
regulators could undertake if Congress grants FDA authority over tobacco. 

Consumers need to like product 

It is also important that consumers like the product, another hurdle that most alternative tobacco 
products haven’t been able to overcome. 

“You must consider that a sufficient number of smokers switch to it," Solana said. "You could have a 
very successful, reduced-exposure product, but if you don’t have a sufficient number of people switch 
to it, then it has no benefit." 

The design change and acceptability testing take 12 to 18 months. Testing that determines if a product 
reduces a smoker’s exposure to toxins takes one to two years. Testing for reduced harm takes three to 
four years. Ultimately, it takes up to 20 years to determine whether alternative products are really 
better, because tobacco use does its damage to the body over a long time. 

The controversy surrounding novel tobacco products has added some sticky issues to the debate over 
FDA regulation. Among the questions: How much testing should be required before a tobacco product 
is deemed to be a reduced-risk product? Should the FDA be able to impose standards that affect the 
taste of a product? Should companies even be able to advertise that a product might be less 
dangerous even if long-term research is incomplete? 

Testing is an issue that vexes Bennett S. LeBow, chairman of Vector Group Ltd., owner of the cigarette 
maker Liggett Group, which has its manufacturing and research in North Carolina. 

"In general we support FDA regulation," LeBow said. “The issue is: What kind of testing will the FDA 
require? It is unclear how this will work in the reduced-risk area. That is a problem we are working with 
various people in Congress to resolve." 

LeBow has frequently been called a "maverick" because he was the first tobacco executive to break 
ranks with the industry in the 1990s, admitting the dangers of smoking and settling smoking-related 
lawsuits brought by states. 

Now, the company has launched a brand of cigarette, Omni, that LeBow hopes will set a new standard 
for harm reduction. 

Vector scientists dug into the company’s research records from the 1970s and revived a project that 
involved adding several chemicals to tobacco, including the metal palladium, to block the formation of 
carcinogens called polycyclic aromatic hydrocarbons, or PAHs. 

Dr. Tony Albino, a Vector researcher, said the company chose to attack PAHs because they have been 
identified as one of the major tumor initiators in smoke. Albino has been a cancer researcher his whole 
career, including time at the Memorial Sloan-Kettering Cancer Center in New York. Albino said he 
joined a tobacco company because he felt he could do more to reduce the devastating toll of smoking- 
related cancer by researching less-carcinogenic tobacco products. 

"There are 1 billion smokers in the world, and they are at high risk, and anything you can do to 
attenuate that risk is a good step," he said. 

Vector is selling Omni in test markets, with advertising that claims it has all the taste of a regular 
cigarette but fewer carcinogens. Public health groups have criticized the company, saying that it is 
promoting a dangerous product as safe. 

Albino agrees that no cigarette can be safe. But he argues that companies need to be able to 
communicate any potential advances. "The whole point is how do you give the consumer an informed 
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choicehe said. 


Vector has conducted mouse skin tests using tar from Omni cigarettes. The company said it produced 
fewer tumors in mice than conventional cigarettes. But researchers need better tests than the standard 
laboratory rat models, LeBow said. 

"The major problem you have is the only way you can really tell with humans whether it works is to wait 
25 years and see if anybody got cancer or not," he said. 

LeBow and Albino argue that the FDA would need to develop better testing standards that would 
enable companies to put potentially reduced-risk products on the market without having to collect years 
of data. 

A handful of bills have been introduced in Congress that would grant the FDA regulatory authority over 
tobacco products. Among the competing versions is a bill introduced by Sen. Edward M. Kennedy, D- 
Mass., which is backed by public health groups, and a bill by Rep. Thomas M. Davis III, R-Va., which is 
backed by Philip Morris. Kennedy is planning to hold hearings this fall, if other issues don’t get in the 
way. 

At first reading, the bills appear quite similar. Both would set up a framework for regulation of 
conventional and alternative tobacco products under a separate chapter of law. 

William Corr, director of research for the Campaign For Tobacco-Free Kids, a major tobacco control 
group in Washington, said the bills differ in only about 5 percent of their text. "But that five percent is 
where you blow a hole in the entire hill," Corr said. 

At issue is what sort of standards the FDA will be allowed to set for reduced-risk products. While the 
Kennedy bill would enable the FDA to establish its own performance standards and testing, the Davis 
bill adds the caveat that those standards cannot render a product "unacceptable" to consumers, Corr 
said. 

'What does unacceptable mean?" he said. "What that does is it allows the industry to say that [an FDA 
imposed standard] is going to render a product unacceptable for consumers. It sets up a litigation 
nightmare." 

Health groups want to make sure that, if the FDA does regulate tobacco, the agency has sufficient 
power to make sure that any health claims about a product are verified by independent research. 

The disagreement over a few paragraphs shows that, while most tobacco companies now agree with 
health groups that government regulation of tobacco is the right way to go, that agreement falls to 
pieces on the details. 

FDA regulation has blurred the traditional lines in the tobacco debate, said Scott Baliin, a longtime 
tobacco-control activist. 

"This is not just about the tobacco industry versus public health anymore. This is about market share,” 
said Baliin, who is now working on behalf of tobacco farmer organizations that have endorsed FDA 
regulation as a cohort to a buyout of U.S. tobacco quotas. 

Indeed, the details of regulation have driven a wedge even between tobacco companies. Other 
companies have condemned the Philip Morris-backed legislation as the "Marlboro Monopoly Act." They 
say it would only help the company solidify its 50 percent market share in the United States by putting 
restrictions on advertising. 

"FDA legislation should benefit the consumer, not Philip Morris," said Mark Smith, a spokesman for 
Louisville, Ky.-based Brown & Williamson, the nation’s third-largest cigarette maker. “It is folly to think 
that if you do away with advertising, people will stop smoking," Smith said. "What happens is you lock 
in market share, and it becomes impossible to communicate with consumers about new products. 1 ' 

B&W, too, has made health claims about its Advance cigarettes, which it is test marketing in 
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Indianapolis. Like Vector’s Omni cigarette. Advance uses tobacco with reduced amounts of 
nitrosamines. 

The tobacco industry has shifted toward the use of iow-nitrosamine tobacco, and several companies 
are promoting it heavily. But Solana, the Philip Morris scientist, and Albino at Vector Group, said that 
change alone won’t do much good. Cigarette smoke contains at least 40 known cancer-causing agents, 
and harm reduction must address multiple carcinogens. 

Yet the industry is embroiled in its own legal battle over who has the right to make Iow-nitrosamine 
cigarettes. Star Scientific Inc., a small tobacco company in Chester, was issued a patent on the 
process last year and has sued R.J. Reynolds Tobacco Co. for infringement. Philip Morris, in turn, sued 
Star Scientific this year to invalidate the patent. Both cases are pending. 

Baliin says public health groups share part of the blame for the lack of real advances in risk-reduction. 
While health groups have given cautious support to the idea, they also repeatedly shot down efforts by 
the industry to move in that direction, he said. 

As an example, Baliin points to Star Scientific, for whom he is a consultant. Star began selling a 
smokeless tobacco product last year called Ariva that contains low-nitrosamine tobacco. Ariva, which 
looks like a mint, is actually made of compressed, flavored tobacco and is designed to dissolve in the 
mouth and deliver a dose of nicotine equal to a cigarette. 

Star executives have said Ariva is intended to be a "disruptive" product that will force the entire industry 
to change. Yet the product set off a storm of controversy. Public health groups, joined by the attorneys 
general of 41 states and one U.S. territory, asked the FDA to remove it from store shelves. One of the 
nation’s largest pharmaceutical companies, GlaxoSmithKline, also entered the fray by filing its own 
petition with the FDA to have Ariva banned. 

GlaxoSmithKline makes the smoking cessation products Nicorette, Nicoderm and Zyban. Star's 
president and chief operating officer, Paul Perito, accused the drug company of filing the petition not to 
protect public health but to protect its market. 

Malesia Dunn, a spokeswoman for GlaxoSmithKline, adamantly denied that claim and said the 
company is "proud" to make products that help people quit smoking rather than keep them addicted. 

While Star says Ariva is a smokeless tobacco product and not subject to FDA regulation, Dunn, 
echoing the comments of other opponents, said Ariva is a food product that contains an addictive and 
harmful additives and therefore cannot be legally marketed in the United States without FDA-approved 
safety testing. 

"We think it is important that products like Ariva undergo the same strict FDA scrutiny as other 
products," such as nicotine gum and patches, she said. 

Allen Blum, a professor of family medicine at the University of Alabama and a longtime anti-tobacco 
activist, said the Ariva imbroglio shows that the debate over lower-toxin tobacco amounts to "a game" 
perpetuated by the industry with the unwitting aid of public health groups and pharmaceutical 
companies. "Everybody is making a buck, even the anti-smoking movement," he said. 

The idea of risk reduction, he said, "has worked its way into our vocabulary like a computer virus" in the 
same way that the idea of low-tar and light cigarettes as less harmful alternatives did decades ago. 

"It’s a false concept, and it’s a dangerous concept," Blum said. “It gives consumers the idea and the 
hope that they can continue to enjoy their forbidden pleasure without accepting risk." 

Blum also opposes FDA regulation of the industry because it would put a federal agency in the position 
of putting a stamp of approval on dangerous products. "The government doesn’t have a very good track 
record on this issue," he said. "The FDA doesn’t have a good record on any issue. Do we really want 
them doing this?" 

Baliin, the tobacco-control activist, argues that risk reduction can work as part of an overall regulatory 
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policy. He has been working on both sides of the debate to steer people toward a middle course. 

The ultimate goal, he said, is to reduce, as much as possible, the harm caused by tobacco. That 
doesn’t necessarily mean an entirely tobacco-free world. 

"What I'm opposed to is the status quo, where we just keep beating and beating the industry, and we’re 
not moving the ball down the field, 1 " he said. 

Other Choices 

Alternative products being sold by tobacco companies now include: 

Advance: A cigarette Initially designed and test-marketed in Richmond by Chester-based Star Scientific 
Inc. It has since been licensed to Brown & Williamson Corp., which is selling it in Indianapolis. It uses 
tobacco with reduced amounts of cancer-causing nitrosamines. 

Omni: A cigarette made by Vector Group Ltd. that purports to have lower levels of nitrosamines and 
other carcinogens called polycyclic aromatic hydrocarbons. Vector says tests have shown it causes 
fewer tumors in mice, but the company's chairman concedes that sales have been "extremely slow." 

Eclipse: An unconventional cigarette marketed by R.J. Reynolds Tobacco Co. as "the next best thing 
to quitting." Eclipse heats tobacco rather than burning it, and the company says it produces fewer 
toxins. However, a study commissioned by the Massachusetts Department of Health said the cigarette 
actually produces higher levels of some carcinogens. 

Ariva: A lozenge-like smokeless tobacco product sold by Star Scientific as an alternative for smokers 
when they can’t light up. It uses low-nitrosamine tobacco, but the company doesn’t claim it is a safer 
product. The Food and Drug Administration is considering petitions to have it banned. Stonewall: A 
snuff tobacco introduced last year by Star Scientific. It, too, uses low-nitrosamine tobacco. 

Accord: A boxlike smoking device developed by Philip Morris that heats tobacco instead of burning it. 
The company says Accord produces less second-hand smoke, ash and odors, but it doesn’t claim the 
product is safer. 


Contact John Reid Blackwell at (804) 775-8123 or iblackwell@timesdispatch.com 
<mailto:iblackwell@timesdisoatch.com> 

This story can be found at: <http://www.timesdispatch.com/business/metrobiz/MGBI5TiGR4D.htmi> 
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